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Art Unit: 1643 

DETAILED ACTION 

RE: Coggin et al 

Claims 1-13 are pending and examined on the merits 

Information Disclosure Statement 
The Information Disclosure Statement filed on 2/1/2005 is acknowledged and 
considered. A signed copy of the IDS is attached hereto. 

Specification 

This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). 
However, this application fails to comply with the requirements of 37 CFR 1.821 through 
1.825 because 37 CFR 1.82(d) requires the use of the assigned sequence identifier 
(SEQ ID No:) in all instances where the description of a patent applicaton refers to a 
sequence and whenever a sequence or fragment thereof is claimed (see MPEP 
2422.03). In this case, the specification recites sequences on pages 17-20, 23, and 24, 
for example, which have not been associated with sequence identifiers. It is requested 
that applicant review the specification for any other instances of sequence non- 
compliance and make the appropriate corrections. 

Failure to comply with these requirements in response to this office action will 
result in ABANDONMENT of the application under 37 CFR 1.821(g). Extensions of time 
may be obtained by filing a petition accompanied by the extension fee under the 
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provisions of 37 CFR 1.136. In no case may an applicant extend the period for 
response beyond the six month statutory period. 



Claim 1 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 1 1 recites the limitation "wherein said at least one PFA 
epitope" in lines 1 and 2. There is insufficient antecedent basis for this limitation in the 
claim 1. Correction is required. 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-13 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. THIS IS A WRITTEN DESCRIPTION REJECTION. 

The considerations that are made in determining whether a claimed invention is 
supported by an adequate written description are outlined by the published Guidelines 
for Examination of Patent Applications Under the 35 U.S.C. 112, para. 1, "Written 



Claim Rejections - 35 USC § 112, 2 nd 



paragraph 



Claim Rejections - 35 USC § 112, 1 st 



paragraph 
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Description" Requirement (Federal Register Vol. 66, No. 4, January 5, 2001). A copy 
of this publication can be viewed or acquired on the Internet at the following address: 
http:// www.qpoaccess.gov/ . 

In deciding The Reagents of the University of California v. Eli Lilly, 43 USPQ2d 
1398 (CAFC 1997), the Federal Circuit held that a generic statement that defines a 
genus of nucleic acids by only their functional activity does not provide an adequate 
written description of the genus. By analogy, a generic statement that defines a genus 
of epitopes from oncofetal antigen (herein OFA) by only their common ability stimulate T 
cytotoxic lymphocytes does not serve to adequately describe the genus as whole. The 
Court indicated that while applicants are not required to disclose every species 
encompassed by a genus, the description of a genus is achieved by the recitation of a 
precise definition of a representative number of members of the genus, such as by 
reciting the structure, formula, chemical name, or physical properties of those members, 
rather than by merely reciting a wish for, or even a plan for obtaining a genus of 
molecules having a particular functional property. The recitation of a functional property 
alone, which must be shared by the members of the genus, is merely descriptive of 
what the members of genus must be capable of doing, not of the substance and 
structure of the members. 

"[Generalized language may not suffice if it does not convey the detailed identity 
of an invention." University of Rochester v. G.D. Searle Co., 69 USPQ2d 1886 1892 
(CAFC 2004). 
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Furthermore, the Federal Circuit has decided that a patentee of a 
biotechnological invention cannot necessarily claim a genus after only describing a 
limited number of species because there may be unpredictability in the results obtained 
from species other than those specifically enumerated. See Noelle v. Lederman, 69 
USPQ2d 1508 1514 (CA FC 2004) (citing Enzo Biochem //, 323 F.3d at 965; Regents, 
119 F.3d at 1568). In this instance, as in that, there is no language that adequately 
describes with the requisite degree of particularity necessary to satisfy the written 
description requirement the genus of OFA epitopes that satisfy the functional limitation 
of eliciting a CTL. Those of skill in the art recognize that due to the polymorphic nature 
of histocompatibility leukocyte antigen (HLA) there are potential difficulties in generally 
using any epitope derived from a single antigen as being capable of eliciting an CTL 
response, (see Oseroff ef al Vaccine 1998;16(8):823-833). Thus, the possession of the 
breadth of epitopes claimed by the applicant has not demonstrated at the time of filing. 
Again, a description of what a material does, rather than of what it is, does not suffice to 
describe the claimed invention. 

In addition, although the skilled artisan could potentially identify other epitipes of 
OFA, which then might be used in making the claimed invention, it is duly noted that the 
written description provision of 35 U.S.C § 112 is severable from its enablement 
provision; and adequate written description requires more than a mere statement that it 
is part of the invention and reference to a potential method for isolating it. 

The purpose of the "written description" requirement is broader than to merely explain 
how to "make and use"; the applicant must convey with reasonable clarity to those skilled 
in the art that, as of the filing date sought, he or she was in possession of the invention. 
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The invention is, for purposes of the "written description" inquiry, whatever is now 
claimed. 

Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1563-64, 19 USPQ2d 1111, 1117 (CAFC 
1991). See Fiers v. Revel, 25 USPQ2d 1601, 1606 (CAFC 1993); Amgen Inc. v. 
Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016 (CAFC 1991); University of 
Rochester v. G.D. Searle Co., 69 USPQ2d 1886 1892 (CAFC 2004). 

Finally, Guidelines for Examination of Patent Applications Under the 35 U.S.C. 
112. paragraph 1. "Written Description" Requirement (66 FR 1 099-1 111, January 5, 
2001) states, "[possession may be shown in a variety of ways including description of 
an actual reduction to practice, or by showing the invention was 'ready for patenting' 
such as by disclosure of drawings or structural chemical formulas that show that the 
invention was complete, or by describing distinguishing identifying characteristics 
sufficient to show that the applicant was in possession of the claimed invention" (Id. at 
1 104). Moreover, because the claims are directed to a genus of epitopes, an adequate 
written description of the claimed invention must include sufficient description of at least 
a representative number of species by actual reduction to practice, reduction to 
drawings, or by disclosure of relevant, identifying characteristics sufficient to show that 
Applicant was in possession of the claimed genus. In this instance, factual evidence of 
an actual reduction to practice has not been disclosed by Applicant in the specification; 
Applicant has not shown the invention was "ready for patenting" by disclosure of 
drawings or structural chemical formulas that show that the invention was complete; and 
Applicant has not described distinguishing identifying characteristics sufficient to show 
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that Applicant was in possession of the claimed invention at the time the application was 
filed. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 

(1966), that are applied for establishing a background for determining obviousness 

under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 

claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 

various claims was commonly owned at the time any inventions covered therein were 

made absent any evidence to the contrary. Applicant is advised of the obligation under 

37 CFR 1 .56 to point out the inventor and invention dates of each claim that was not 

commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 
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Claims 1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over Irie RF et 
a/ (J. Natl. Cancer Inst. 1979;63(2):367-373) or Rohrer J Wef a/ (J. Immunol. 1999 
162(1 1):6880-6892) in view of Fikes et al (US Patent 6,602,510) and Oseroff et al 
(Vaccine 1999;16(8):823-833). 

a. Irie RF ef al teach an oncofetal antigen (OFA) which is capable of eliciting 
an immunogenic immune response in a man (see abstract, for example). 

b. Rohrer JW ef al teach the ability to OFA to generate both CD4+ and CD8+ 
T cells responsive to OFA (see entire document). 

c. Both Irie ef al and Rohrer et al fail to specifically teach a composition 
comprising a plurality of OFA epitopes in a composition. However this deficiency 
is remedied by Fikes et al and Oseroff et a.l 

d. Fikes et al teach a composition comprising a plurality of peptides derived 
from cancer antigens. Fikes et al further indicate that one or more of the 
peptides can be combined into a composition with a pharmaceutical excipient, 
such as an adjuvant and that at least one of the peptides is an epitope capable of 
eliciting a CTL response, (see paragraph 25 of Brief Summary, for example) 

e. Oseroff et al teach that the combination of a pool of lipidated peptide 
epitopes from hepatitis B and hepatitis C viruses can elicit both CD4+ and CD8+ 
T cells, (see abstract, for example 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to combine a plurality of epitopes from OFA into a single 
combination for the purposes of generating T-cell immune responses. Those of skill in 
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the art would have been motivated in doing so because the OFA had been taught by 
both Irie et al and Rohrer et al and that OFA was capable of generating an immune 
response, more specifically CD4+ and CD8+ immune responses. Moreover, those of 
skill in the art recognize that the combination of epitopes or pooling of epitopes into a 
multi-epitope composition would effectively generate both CD4+ and CD8+ T-cells and 
that it would be effective for the as a composition in vivo. Those of skill in the art would 
have had a reasonable expectation of success in doing so because Oseroff et al as well 
as Fikes et al taught that such multi-epitope compositions were effective in generating 
T-cell responses and that those of skill in the art could easily substitute one cancer 
antigen for another to arrive at the instantly claimed invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher H. Yaen whose telephone number is 571- 

272- 0838. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms, Ph.D. can be reached on 571-272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Christopher Yaen/ 
Primary Examiner 
Art Unit 1643 
September 16, 2007 



